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HTR’hudy &. 03-‘122096-106 
, Bayqr Chemicals Corporation 

TABLE I-B OF RESULTS 

REDUCTION IN NUMBERS OF Covnebacterium minutissimum, ATCC 23347 
WITH 3554-196 

Test Period: July 3 1 - August 4,2003 
Test prganism:” C. minutissimum, ATCC 23347 
Exposure Temperature: Tempered and exposed at 20-25°C 

Sample Concentration: 75% Concentration 
Incubation: 48.5 hours at 35 f 2’C 
Inoeulum Count: 6.2 x lo7 CFU/mL 

Exposure Replicate I I I I 1 Aver 
Time 1o-2 1O-3 

Average 
Count Percent hiTI0 

\bF “I I‘u.4, 1 (CFU/mL) (log&nLj Reduction Reduction 

Numbers / Count Count 
bon& 10” 10” IO4 (CFU/mL) ~l~gldmL) 

30 seconds $ @ 9 1 2 0 7.6 x 10’ 5.88 
I 60 seconds @ 22 3 5 0 2 6.6 x lo5 5.82 

a Undehed valves used in calculations 
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HTR Study No. 03-122096-106 
Bayer Chemictils Corporation 

I TABLE II-A OF RESULTS 

REDUCTION IN NUMBERS OF Enterococcus faecalis, ATCC 29212 
WITH 3554-194 

Test Period: July 25 - 28,2003 Sample Concentration: 75% Concentration 
Test .Organism: E. faecalis, ATCC 292 12 Incubation: 47.75 hours at 35 f 2°C 
J&&sure Temperature: Tempered and exposed at 20-25°C Inocuhm Count: 1.1 x 10*cFYJ/mL 

Numbers Count 
Control IO” 1O-6 IO-’ 

count 
(CFUknL) (logldmL) 

30 Seconds 16 6 2 2 0 0 1.1 x IO6 6.04 
60 seconds 8 9 0 0 0 0 8.5 x 10’ 5.93 

’ Ufiderlined values used in calculations 
b Tl$TC = Too Numerous To Count 
*, I,@ = 1 mL spread across 3 plates; counts totaled. 

August 13,2003 
Page 14 of 60 



HTR,StudyNo. 03-122096-106 
Bayer Chemical? Corporation 

TABLE II-B OF RESULTS 

1 REDUCTION IN NUMBERS OF Enterococcus faecalis, ATCC 29212 
WITH 3554-196 

Te.k Period! ’ July 2.5 - 30,2003 Sample Concentration: 
, Test Qrganism: E. faecalis, ATCC 292 12 Incubation: 

E$osure Temderature: Tempered and exposed at 20-25°C Inoculum Count: 

75% Concentration 
47.75 hours at 35 f 2°C 
1.1 x 108cFu/mL 

Numbers count , 
‘Control 10-j lo4 1o-7 

count 
(CFU/mL) (log,dmL) 

30 seconds 16 6 2 2 0 0 1.1 x lo6 6.04 
60ls~nds & 9 0 0 0 0 8.5 x lo5 5.93 

,’ ’ 
a Underlined values used in calculations 
* 10” = 1 mL spread across 3 plates; counts totaled. 
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HTR Study No. 03-122096-106 
Bayer Chemicals Corporation 

TABLE III-A OF REBULTS 

REDUCTION IN NUMBERS OF Enterococcus faecium (VRE), ATCC 51559 
WITH 3554-194 

Test Period: July 29 - 3 1,2003 Sample Concentration: 75% Concentration 
Test Organisti: E. faecium (VRE), ATCC 51559 Incubation: 46.5 hours at 35 f 2OC 
Expohre Temperature: Tempered and exposed at 20-25°C Inoculum Count: 1.8 x lO*CFU/mL 

Exposure 
Time 

? (I seconds 

60 seconds 

Numbers 
Control lOA 10” 1o-6 

Count Count 
(CFuhL) @.mdmL) 

3 0 sCconds ,151 .l&j 14 14 1 0 1.6 x lo6 6.20 
:60, geconds &lJ 155 19 13 1 1 1.5 x lo6 6.18 

” Underlined values u$ed in calculations 
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HTR study No. 03-122096-106 
Bajler Chemicals  Corporation 

/’ TABLE III-B O F  RESULTS 
/ 

REDUCTION IN NUMBERS O F  Enterococcus faec ium (VREl), ATCC 51559 
W ITH 3554-196 

’ Test Period: July  29 -  3 1,2003 Sample Concentration: 
1 Test’Organismr E. faecium (WE), ATCC 51559 Incubation: 

Exhosure Tehperature: Tempered and exposed at 20-25°C Inoculum Count: 

75% Concentration 
46.5 hours at 35 f 2°C 
2.7 x  lo* CFU/mL, 

Expbsixe Replicate Average 
T ime 1O-2 IO” IO4 1O-5 IO” Count - 

(CFU/mL) 

/ ’ 

(30 seponds 

60 seconds 

hmbers ,( I count Count 
Control lOA IO” IO4 (CFUlmL) (@ldmL) 

30 seconds 151 J&J 14 14 1 0 1.6 x  lo6 6.20 
60 seconds 142 155 19 1-3 1 1 1.5 x  lo6 6.18 

90.62 

99.67 

a Underlined values used in calculations 
b TNTC = Too Numerous To Count 
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HTi Study No. 03-122096-106 
BayFr Chemicals Corporation 

TABLE IV-A OF RESULTS 

REDUCTION IN NUMBERS OF Staphylococcus aureus, ATCC 6538 
WITH 3554-194 

Test Period: JuIy 24 - 28,2003 Sample Concentration: 75% Concentration 
Test, Organism: S. aweus, ATCC 6538 Incubation: 44 hours at 35 f 2T 
Exposure Teuiperature: Tempered and exposed at 20-25’C Inoculum Count: 7.8 x lO’CFu/mL 

Ex$osure 
r- 

Replicate Average Average Percent 
Time 1O-2 10” 10” 10” IO4 Count 

KFU/mL) .,EZ!!~ , ,, -count 
Log10 

I L-T\ Reduction Reduction 
\Lr u/rnLj \wg;liymq 

A TNTC TNTC mb 163 15 10 0 1 0 1 1.6x IO5 
30 se!onds B TNTC TNTC s 53 5 9 0 0 0 0 5.2x IO4 1.0 x lo5 5.00 71.43 0.54 

C TNTC TNTC 82 100 8 12 0 2 0 0 9.4 x lo4 1 
A TNTC TNTC 43 33 4 4 0 0 0 0 3.8 x IO4 

In J- B 236 211 17 18 1 2 0 0 0 2 2.2 x lo4 3.1 x lo4 4.49 91.14 1.05 
,C TNTC TNTC 30 34 2 2 0 0 1 0 3.2 x lo4 

00 seconas L / 

Numbers Count 
’ Cbntrol lo5 lOA IO-’ 

Count 
(CFWmL) (log,dmL) 

3o~fx0nds 1. 6 0 0 0 0 3.5 x lo5 5.54 
60~~011ds ’ 2 4 1 1 0 0 3.5 x lo5 5.54 

a TNTC = Too Numerous To Count 
b Underlined values used in calculations 
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HTR Study No. 03-122096-106 
Bayer Chemicals Corporation 

TABLE IV-B OF RESULTS 

REDUCTION IN NUMBERS OF Staphylococcus aureus, ATCC 6538 ’ ’ WITH 3554-196 , 

Test Period: July 24 - 28,2003 Sample Concentration: 75% Concentration 
Test Qrganism: S aweus, ATCC 6538 Incubation: 44 hours at 35 f 2°C 
Exposure Temperature: Tempered and exposed at 20-25°C Inoculum Count: 7.8 x lo7 CFU/mL 

Exposure Replicate 
1O-2 1O-3 lOA lo5 1o-6 Count Average Average 

Count Count Percent Log10 Time (CFU/mL) (CFU/mL) (lo&&L) Reduction Reductior 

0 2.0 x IO4 

Numbers Count count 
i;lbn~o~ ~10” lOA 1o-7 (CFU/mL) (log&L) 

30 seconds 1. 6 0 0 0 0 3.5 x lo5 5.54 
6O’seconds 2 4 1 1 0 0 3.5 x lo5 5.54 

a Undehed values used in calculations 
b TNTC = Too Numerous To Count 

,’ 
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JXTR StudyNo,‘03-!22096-106 
Bayer Chemicals Corporation 

TABLE V-A OF RESULTS 
’ 

REDUCTION IN NUMBERS OF Staphylococcus amem, ATCC 29213 
WITH 3554-194 

Test Period: August 5 - 7,2003 Sample Concentration: 75% Concentration 
Teit Organisuk S. aurem, ATCC 292 13 Incubation: 46.5 hours at 35 f 2’C 
Exposure Temperature: Tempered and exposed at 20-25°C Inoculum Count: 8.6 x IO’ CFTJhL. 

A 2. 3 0 0 0 0 0 0 0 0 3.0 x IO2 
60 seconds B 60 a IO 6 0 0 0 1 0 0 7.1 x 10) 3.2 x lo4 4.50 

I’ C TNTC TN-l-c i% 22 11 7 0 0 0 0 9.0 x lo4 

Numbers Count count 
co+01 lOA 1O-5 lo6 (CFUhL) (log,&&) 

30,seconds 62 62 9 10 0 2 6.7 x 10’ 5.83 
60 seconds 4 15 6 6 1 0 8.0 x 10’ 5.90 

a ThTC’= Too Numerous To Count 
b Underlined values used in calculations 

96.00 ) 1.40 

August 13,2003 
Page 20 of 60 



HTR~StudyNo. 03-122096-106 
Bayer Chemicals Corporation 

TABLE V-B OF RESULTS 

REDUCTION IN NUMBERS OF Staphylococcus aureus, ATCC 29213 
WITH 3554-196 

Test Period: August 5 - 7,2003 
Test Organism: S. aweus, ATCC 292 13 
Exposure Temperature: Tempered and exposed at 20-25°C 

Sample Concentration: 
Incubation: 
Inoculum Count: 

75% Concentration 
46.5 hours at 35 f 2°C 
8.6 x lo7 CPU/mL 

Exposure 
Time 

30 seconds 

60 seconds 

‘A 2” 2tf 6 4 1 0 0 0 0 0 
B TNTcb TNTC Q@23 1. 0 0 0 
c TNTC TNTC 1 0 0 0 I%? @ 9 7 

Average Average 
1O-3 lOA 10” 10d count 

(CFUhL) Count Count 
! (CFWrnL) (log,dmL) 

r I / I I 7.2 x IO3 
4.4 x lo4 4.4 x IO4 4.64 
8.2 x IO4 

Y 6.0 x Id 
0 2.2 x ld 2.8 x IO3 3.45 
0 3.0x IO2 

B Is g 1 2 0 0 0 0 0 
C 2 4 0 1 0 0 0 0 0 

Numbers, Count count 
Control IO”’ lo” 10d (CFUhL) (log,dW 

30 seconds 65 @ 9 10 0 2 6.7 x IO5 5.83 
60 seconds 84 II 6 6 1 0 8.0 x 10’ 5.90 

* Underlined values used in calculations 
b TNTC = Too Numerous To Count 

Percent JJ%lO 
Reduction Reduction 

93.43 1.19 

99.65 2.45 

I / 
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HTIt Study No. 03-122096-106 
Bayer Chemicals Corporation 

8’ 1 TABLE VI-B OF RESULTS 

I REDUCTION IN NUMBERS OF Staphylococcus epidermidis, ATCC 12228 

Test Period: July 3 I -August 4,2003 
Test Organism: S. &iderrnidk, ATCC 12228 
Exposure Temperature: Tempered and exposed at 20-25°C 

A 0 0 0 0 0 0 
60 seconds ‘, B 0 0 0 0 0 0 

WITH 3554-196 

Sample Concentration: 75% Concentration 
Incubation: 48.5 hours at 35 zt 2°C 
Inoculum Count: 9.4 x IO7 CFU/mC 

Numbers Count 
CbUtrOl IO4 IO9 10” 

count 
(CFU/mL) (log1dmL) 

30 seconds 110 115 10 6 2 1 1.1 x IO6 6.04 
60 seconds 111 100 10 13 0 0 1.1 x IO6 6.00 

’ Underlined values used in calculations 

August 13,2003 
Page 23 of 60 



I’ 

HTR Study No. 03-122096-106 
Bayer ChemicalsCorporation 

TABLE VII-A OF RESULTS 

,(I REDUCTION IN NUMBERS OF Staphylococcus aureus (MRSA), ATCC 33591 
WITH 3554-194 

Test Period: July 25 - Z&2003 Sample Concentration: 
,’ ’ Tes’t Or-ganisrh: A’. aweus (MRSA), ATCC 33591 Incubation: 

Exfiosure Temperature: Tempered and exposed at 20-25°C Inoculum Count: 

75% Concentration 
44.75 hours at 35 f 2°C 
1.5 x lo8 CFU/mL 

Average 
Count 

(logIdmL) 

Exposure Replicate Replicate 
Time I I Average 

IO-* IO-* lO-3 lO-3 10” 10” 1 OS 1 OS IO” Count 
(CFU/mL) count Average 

count Count Percent Percent m30 
(CFWmL) (CFWmL) (IogldmL) Reduction Reduction Reduction 

A TNTC? TNTC & 3 5 0 0 0 0 3.5 x lo4 
jOseconds B TNTC TNTC 22 9 7 0 2 0 0 6.8 x IO4 4.6 4.6 x lo4 x IO4 4.66 4.66 96.71 96.71 1.49 

C TNTC TNTC 36 4 1 0 1 0 0 3.5 x lo4 
,A ,A 43 43 44 44 6 6 5 5 0 0 2 2 0 0 0 0 0 0 0 0 4.4 4.4 x x lo3 lo3 

60 secbnds 60 secbnds B B TNTC TNTC TNTC TNTC 38 38 37 37 2 2 ‘5 ‘5 0 0 0 0 0 0 0 0 3.8 3.8 x x lo4 lo4 3.5 3.5 x lo4 x lo4 4.54 4.54 96.50 96.50 1.46 
: : c c TNTC TNTC TNTC TNTC 63 63 is is 6 6 6 6 2 2 1 1 0 0 0 0 6.4 6.4 x x lo4 lo4 

’ _ 

Numbers ’ Count Count 
COIikOl 1o-5 1O-6 lo-’ (CFU/mL) &xldW 

30 seconds 16‘ 12 2 1 1 0 1.4x lo6 6.15 
60 Seconds u. 9 0 0 0 0 1.0 x lo6 6.00 

I 
’ TNTC - Too Numerous To Count 
b Underlined values used in calculations 
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’ HTR Study No. 03-122096-106 
Bayer Chemicals Corporation 

TABLE VII-B OF RESULTS 

I ,’ REDUCTION IN NUMBERS OF Stapliylococcus aureus (MRSA), ATCC 33591 
WITH 3554-196 

Tesf Period: July 25 - 28,2003 
Test Organism: S. aureus (MRSA), ATCC 33591 
Exposure Temperature: Tempered and exposed at 20-25°C 

Sample Concentration: 75% Concentration 
Incubation: - 44.75 hours at 35 f 2’C 
Inoculum Count: 1.5 x lo8 cFu/InL+ 

‘vumbers 
Cdntrol 1O-s lOa lb” 

Count Count 
(CFU/mL) (log,dmL) 

30 seconds 16 12 2 1 1 0 1.4 x IO6 6.15 
60 seconds iu 9 0 0 0 0 1.0x IO6 6.00 

a Underlined valu& used in calculations 
b TN’FC = TAO Numerous To Count 
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,HTR StudyNo. 03-122096-106 
Bayer Chemicals Ckporation 

TABLE VIII-A OF RESULTS 

REDUCTION IN NUMBERS OF Staphylococcus aureus (clinical isolate/MRSA), ATCC 2857 
WITH 3554-194 

Test Period: August 5 - 7,2003 Sampie Concentration: 75% Concentration 
Test Organism:‘, S. aureus (clinical isolate/MRSA), ATCC 2857 Incubation: 46.5 hours at 35 f 2°C 
Exposure Temperature: Tempered and exposed at 20-25°C Inoculum Count: 1.7x 108cFuklL 

Count Count * 1o-s IO4 (CFU/mL) (logIdmL) 
’ Numbers 

Control lo- 
30 seconds c m &3J 17 21 1 2 1.8x Id 6.26 

60 seconds p-jJ m 18 16 0 1 1.6x lo6 6.20 

a TNTC = Too Numerous To Count 
b Uqderlined vahies used in calculations 
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HTR Study No. 03-122096-106 
Bayer Chemicals Corporation 

TABLE VIII-B OF RESULTS 

REDUCTION IN NUMBERS OF Staphylococcus aureus (clinical isolate/MRSA), ATCC 2857 
WITH 3554-196 

Test Peiiod: August 5 - 7,2003 Sample Concentration: 75% Concentration 
Test Organism: S. aweus (clinical isolate/MRSA), ATCC 2857 Incubation: 47 hours at 35 f 2°C 
Expqsure Temperature: Tempered and exposed at 20-25°C Inoculum Count: 1.7 x lo8 cFu/mL 

I 

1 Ntimhers 1 I I .I Count 

I ?nnecnnds I 171 I 1!?n 

Count ___ ___ 
1 -controls 1, lo4 1O-5 10° (CFU/nlL) Sotz,d& 

- - -------- -II w 17 21 1 2 1.8 x lo6 6.26 
60 seconds 161 1 l& 18 16 0 1 1.6 x lo6 6.20 

a Ufiderlined values used in calculations 
, b TNTC = Too Nutnerous To Count 

Percent 
I 

h30 
Reduction Reduction 

I 

87.78 0.92 
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HTR Study No. 03-122096-106 
BayerChemickG Corporation 

TABLE IX-A OF RESULTS 

’ I REDUCTION IN NUMBERS OF Streptococcus pneumoniae, ATCC 6303 
WITH 3554-194 

Test Period: July 24 - 28,2003 Sample Concentration: 
Test Organism: S. pneumoniae, ATCC 6303 Incubation: 
Exposure Temperature: Tempered and exposed at 20-25°C Inoculum Count: 

75% Concentration 
44 hours at 35 rt 2°C 
1.4 x lo* cJw/mL 

Exp,osure 
Time 

,’ 

30 seconds 
1 

* 

I 

60 seconds 

Feplicatl 

A 

B 

C 

,A 

54 8 7 1 0 0 0 

Numbers 
Cbntrol 

30 seconds 
60 sqzonds 

Count 
lO-5 lo-6 lo-’ 

count 
(CFUhnL) &%dmL) 

2. 2 0 1 0 0 7.0 x lo5 5.84 
22 14 2 0 1 0 1.3 x lo6 6.11 

I 

I 

i 

4.83 90.28 I.01 

-L 4.54 97.3 1 

mho 
Reduction 

1.57 

a Underlined values used in calculations 
b TNTC = Too ?Iumqrous To Count 
* lo-*, = 1 mL, spread across 3 plates; counts totaled. 
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1 HTR StudyNo, 03-122096-106 
Bayer Chemicals Corporation 

8 ’ TABLE IX-B OF RESULTS 

2’ REDUCTION IN NUMBERS OF Streptococcuspneumoniae, ATCC 6303 
WITH 3554-196 

Test Period: July 24 - 29,2003 
Test Organism: S. pneumoniue, ATCC 6303 

, Exposure Temperature: Tempered and exposed at 20-25°C 

Sample Concentration: 
Incubation: 
Inoculum Count: 

75% Concentration 
44 hours at 35 f 2OC 
1.4 x lo* cFu/mL 

Exposure 
Time 

3d seconds 

3 

‘I 

60 seconds 

1o-2 * 10” lOA lo-* lOA Count 
(CFU/mL) 

I I I I I 

TNTC” TNTC TNTC 
rl2” 131 20 12 1 2 0 0 1.2 x lo5 

TNTC TNTC TNTC 
TNTC TNTC TNTC 

234 238 129 18 2 0 4 0 2.4 x 10’ 
TNTC TNTC TNTC 

105 83 88 73 @ 9 8 1 1 3 0 5.1 x IO4 
117 139 145 
22 34 53 

il 22 2 2 0 0 0 0 1.4x IO4 
22 34 32 

54 68 21. 49 51 5 7 0 0 2 1 3.6 x lb4 
64 22 92 - 

21 35 24 14 14 3 1 0 1 0 0 6.3 x IO3 
14 17 25 

, 
Numbers 

loa 
Count 

Control lo” 10-7 
Count 

(CFU/mL) (logrs/mL) 
30 seconds 2 z 0 1 0 0 7.0 x lo5 5.84 
60 seconds &j 14 2 0 1 0 1.3 x lo6 6.11 

-r Average Average 
Count Count 

(CFWmL) (1ogrdmL) 

1.4 x lo5 5.15 80.00 0.69 

1.9 x IO4 4.30 98.54 1.81 I 
a TbITC 1 Too Numerous To Count 

I b Underlined values used in calculations 
* 1 Ob2 =’ I rirL spread across 3 plates; counts totaled. 
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HI-R study No, 03-122096-106 
Bayer chemicals Corporation 

I 4 / TABLE X-A OF RESULTS 

REDUCTION IN NUMBERS OF Streptococcuspyogenes, ATCC 19615 
WITH 3554-194 

, Test -Period: July 3 1 - August 4,2003 Sample Concentration: 75% Concentration 
Test,Ofganismi’ 5’. pyogenes, ATCC 196 15 Incubation: 47.25 hours at 37 f 2°C with 5% CO, 

’ Exposure Temper$ure: Tempered and exposed at 20-25°C Inoculum Count: 7.2 x lo7 CFU/mL 

Exposure 
Time 

30 seconds 

6CI seconds 

Replicke Ave rage count 
P3xJ/mL) 2 nllt 

Average 
count Permt 

(log,&uL) Reduction 

Numbers count 
Control ‘, lOA lo5 lOA 

Count 
(CFU/mL) (log&mL) 

30seconds ‘21. 77 16 5 1 3 7.4 x IO5 5.87 
60 seqonds Ze 78 6 8 1 1 7.8 x IO5 5.89 

,’ 
I ’ Underlined values used in calculations 

h30 
Reduction 

>3.87 

>3.89 
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i HTR Study No. 03-122096-106 
Bajref, Chemicals Corporation 

TABLE X-B OF RESULTS 

REDUCTION IN NUMBERS OF Streptucoccuspyogenes, ATCC 19615 
WITH 3554-196 

, Test Period: July 3 1 -August 4,2003 Sample Concentration: 
Test Organ+ S. pyogenes, ATCC 196 15 Incubation: 
Exposure Temperature: Tempered and exposed at ZO-25°C Inoculum Count: 

75% Concentration 
47.25 hours at 37 It 2°C with 5% CO* 
7.2 x 10’ CFWmL 

Numbas 
Coiltrol lOA ICY5 10” 

Count count 
(CFU/mL) GxldmL) 

30 seconds ‘Q 22 16 5 1 3 7.4 x lo5 5.87 , 
60seconds. ’ 79 28. 6 8 1 1 7.8 x 10’ 5.89 

’ UAderlined values used in calculations 
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